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	Application for Extension to Scope of Accreditation for ISO 15189
“Medical Laboratories  -  Particular requirements for Quality and Competence”
	AF-2-D

	

	INAB normally organises assessments of extensions to scope at the annual surveillance visit, unless an additional visit is specifically requested by the laboratory. INAB is prepared to organise an additional visit where there is an urgent need to process the extension.

	

	Where the request is in the same discipline and is such that it can be incorporated in the allocated timeframe for the surveillance visit minimal additional costs may be incurred.

In certain circumstances it may be possible for INAB to process an extension by correspondence where the extension sought is very similar to current accredited activities.

Please note that advance planning is required and the assessment may involve additional assessor(s) time and costs. Minimum costs will be incurred where the extension is either processed by correspondence or at scheduled surveillance visits.

This application form should be completed in detail and returned with validated procedures to the relevant INAB officer, Wilton Park House, Wilton Place, Dublin 2.

All information provided will be treated in strictest confidence.

All applications for extension to scope for assessment at the next scheduled surveillance visit must be submitted to INAB at least 3 months in advance of the visit.

If a separate quality manual exists for the activities covered by the proposed extension an INAB application form AF-1-D must be used instead of this form.



 (
Wilton
 
Park
 House, 
Wilton Place
, 
Dublin
 2, 
Ireland
Tel
 +353 1 607 3003  
Fax
 +353 1 607 3109
  
E-mail
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 www.inab.ie
)[image: 474_INAB_AF_Header]

AF-2-A 	Extension to Scope Laboratory	Strictly Confidential
Issue 4	January 2007	Page 1 of 12
AF-2-D 	Extension to Scope Medical Laboratory	Strictly Confidential
Issue 6	June 2011	Page 9 of 13

[image: 474_INAB_AF_HeaderCont]

	
Section A
	AF-2-D

	

		A.1



		Name and address of Accredited Laboratory requesting an extension to scope.



     

	
	Current INAB Reg.No(s).
	[bookmark: Text22]     

	
	Current INAB officer
	[bookmark: Text23]     

	

		A.2



		Name and address of laboratory requesting the extension to scope (if different from 1 above) (This is the name and address to be used in the Irish National Accreditation Board’s Directory of Accredited Organisations).


     

	

		A.3



		Current scope of accreditation by discipline – See INAB Publication P9 (briefly summarise current activities covered by your scope).


     

	

		A.4



		Discipline of requested extension to scope – See INAB Publication P9 (e.g. clinical chemists, clinical microbiology, haematology etc.).


     

	

	
	Note: When extension is a different discipline answer all questions.
When extension is the same discipline answer questions in Sections B, C and D only.


	

		A.5



		Name, position and address of laboratory’s main contact with the Irish National Accreditation Board.


     

	

		A.6



		Name, position and address of laboratory’s deputy contact with the Irish National Accreditation Board.


     

	

		A.7

	a)

	b)



		Numbers of staff employed by laboratory:

	Professionally qualified:
	     

	Other technically qualified:
	     




	

	A.8
	Is the laboratory involved in activities other than testing?
	[bookmark: Check7]Yes  |_|
	[bookmark: Check6]No  |_|

	

		A.9

	(a)

	

	(b)

	

	(c)

	

	(d)



		If the answer to 8 is yes:


	Are the other activities the main activities?

	     

	Describe the nature of the other activities

	     

	Does the laboratory undertake testing for outside organisations?

	     

	Enclose an organisation chart showing an outline of the organisation and relevant reporting structures within the laboratory and where relevant between other functions in the organisation.




	

	A.10
	List below the names, technical qualifications and experience of the following staff:

		A.10a



		Laboratory Director (by discipline):


     

		A.10b



		Clinical Management (by discipline):


     

		A.10c



		Deputy Clinical Management (by discipline):


     

		A.10d



		Technical Management (by discipline):


     

		A.10e



		Deputy Technical Management (by discipline):


     

		A.10f



		Quality Manager (by discipline):


     




Section A 
		A.10g



		Deputy Quality Manager (by discipline):


     

		A.10h



		All other staff authorised by the laboratory to sign Test Reports for scope of accreditation sought.


     




	
Section B
	AF-2-D

	

	B.1
	In the table below specify as precisely as possible the extension to the scope of accreditation being sought.  Continue on supplementary sheets or add spreadsheet as necessary.

	
	INAB Class No. (Ref: INAB P.9)
Materials or products tested/calibrated
	Type of test/calibration or property measured, and range of measurement*
	Relevant standard or documented procedure used

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     




	
Section C
	AF-2-D

	

	C.1
	List below the major items of laboratory equipment currently in use for the range of tests
listed in B.1 above. Continue on supplementary sheets or add spreadsheet as necessary.

	
	Equipment item (Name and make)
	Measurement range/accuracy 
and other relevant information

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	C.2
	List below the analytical quality control programmes (internal and external) in place for the range of tests listed in B.1 above. Continue on supplementary sheets or add spreadsheet as necessary.

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     




	
Section D
	AF-2-D

	

	D.1
	Are formal specifications available for each test?
(reference relevant documentation)

	
	     

	

	D.2
	Are methods and procedures recorded which are not called up in specifications or manuals?
(reference relevant documentation)

	
	     

	

	D.3
	Are non-standard testing techniques or calibrations used by the laboratory fully documented, validated and made available to all concerned? 
(reference relevant documentation)

	
	     

	

	D.4
	Do you consider that the laboratory complies at present with requirements of ISO 15189 “Medical Laboratories – particular requirements for Quality and Competence” for the 
requested extension to scope?

	
	[bookmark: Check9]Yes  |_|
	[bookmark: Check8]No  |_|

	
	If not, please list the areas in which it does not comply, and give the date by which you expect compliance to be achieved.

	
	     

	

	Please note that the proposed extension to scope will be assessed at the next scheduled surveillance visit where adequate notice has been received by INAB to incorporate the additional work into the visit plan.

	

	D.5
	If, however, you require INAB to arrange an additional visit outside the normal annual surveillance visit to assess this extension to scope because there is a special urgency for achieving INAB accreditation for the extension which would justify additional costs, please state reason, on a separate sheet, indicating suitable date (month/year) for the visit.

	

	D.6
	If you believe that due to the nature of the extension to scope of accreditation sought that INAB could also consider granting accreditation by correspondence and that the laboratory will be responsible for the additional costs involved in reviewing the supporting documentation and application, please provide technical justification, on a separate sheet.




	Section E
	AF-2-D

	

	Statement by applicant organisation (the “Organisation”)

	(This should be signed for and on behalf of the Organisation by the technical manager of the Organisation and by the person designated in Q6 of General Information)

	The Organisation identified below hereby applies to INAB to assess the Organisation for its eligibility to be accredited as competent to provide the services specified in this application, having regard to relevant accreditation criteria and any other conditions or factors that INAB considers to be relevant to or to affect the Organisation’s competence for the specified services.

	The Organisation acknowledges that it has read the INAB Terms and Conditions and agrees to comply at all times, during the currency of the application made herein and any resulting accreditation, with the INAB Terms and Conditions as the same may be substituted, amended, supplemented or varied by INAB after the date of this application. 

	In particular the Organisation notes the obligations as to insurance specified in clause 16 of the INAB Terms and Conditions and confirms that such insurances are either already in place or will be in place prior to the grant by INAB of any accreditation that may result from this application.

	Where an application for accreditation is being made by a government department or a body acting under the auspices of a government department where that body has no separate legal identity from that of the department, INAB does not require the relevant Minister to comply with the obligations as to insurance set out in clause 16 of the INAB Terms and Conditions. This is in recognition of the fact that government departments do not take out insurance to cover liabilities that may arise in their contractual arrangement. This exemption does not however affect the obligation of the relevant Minister to indemnify INAB in accordance with clauses 9 and 15 of the INAB Terms and Conditions.

	Further, the Organisation notes the fees set out in the fee schedule and payable in respect of the following: the assessment now applied for; assessment and inspection services; any resulting accreditation; renewal fees, surveillance fees and any other fees necessary to maintain, supervise or review any accreditation that may be obtained by the Organisation, including expenses of outside auditors etc., as any and all such fees may be substituted, amended, supplemented or varied by INAB after the date of this application and the Organisation agrees to pay such fees in accordance with the requirements set out in the INAB Terms and Conditions.

	The Organisation hereby confirms that it has a right to supply the data and information contained in this application or which it otherwise gives to INAB, and gives its own consent and confirms that it has obtained all properly informed consents from any individuals in respect of whom the Organisation is giving data or information to INAB to enable INAB to lawfully receive such data and information and make use thereof for the purposes of its functions (having particular regard to, but not limited to, applicable data protection legislation)  and also confirms that all such data and information is complete, accurate and correct and that it will promptly provide any such further information and data as may be required by INAB to assess and process this application. 




	Section E (continued)
	AF-2-D

	

	Signed for and on behalf of:

	[bookmark: Text20]     

	Name of Organisation

	

	by: 

	     

	Technical Manager

	

	     

	Date

	

	     

	Hospital Manager (Name) 

	

	     

	Signature

	

	     

	Date

	

	In order that INAB might communicate with the Organisation with efficiency and speed, please indicate below the most up to date email address for the Organisation (and please update us of any change in such email address) so as to ensure that electronic notifications/communications from INAB might reach the principals of the Organisation and/or the appropriate contact within the Organisation for accreditation matters. Should the Organisation have any problem in or objection to receiving electronic communications from INAB, please let us know. 


	E-mail address of accreditation contact within the Organisation:

	[bookmark: Text21]     

	Email address




	Section F For completion by INAB personnel only
	AF-2-D

	

	F.1
	Can the request be processed by correspondence?
	Yes  |_|
	No  |_|

	

	F.2
	Does the request require the appointment of an additional assessor(s)?

	
	[bookmark: Check4]Yes |_|
	[bookmark: Check5]No |_|
	Number
	[bookmark: Text27]     

	

	F.3
	Can the request be incorporated with the next surveillance/reassessment visit?

	
	Yes |_|
	No |_|
	

	
	If the answer is no indicate the date that has been agreed for the additional visit?

	
	     

	

	F.4
	Is additional time required?

	
	Yes |_|
	No |_|
	Assessor days
	     

	

	F.5
	Additional cost of assessing proposed extension to scope:

	
	Euro      

	

	F.6
	If additional costs are involved has the organisation been informed and invoiced for the 
additional costs?

	
	Yes |_|
	No |_|
	

	

	
	Comments:

	
	     

	

	
	     
	     

	
	INAB Officer
	Date
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